§184.1298

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

[63 FR 16864, May 12, 1988]

§184.1298 Ferric citrate.

(a) Ferric citrate (iron (III) citrate,
CeHsFeO7, CAS Reg. No. 2338-05-8) is
prepared from reaction of citric acid
with ferric hydroxide. It is a compound
of indefinite ratio of citric acid and
iron.

(b) The Food and Drug Administra-
tion is developing food-grade specifica-
tions for ferric citrate in cooperation
with the National Academy of
Sciences. In the interim, this ingre-
dient must be of a purity suitable for
its intended use.

(¢) In accordance with §184.1(b)(1),
the ingredient is used in food as a nu-
trient supplement as defined in
§170.3(0)(20) of this chapter, with no
limitation other than current good
manufacturing practice. The ingre-
dient may also be used in infant for-
mula in accordance with section 412(g)
of the Federal Food, Drug, and Cos-
metic Act (the act) (21 U.S.C. 350a(g))
or with regulations promulgated under
section 412(a)(2) of the act (21 U.S.C.
3560a(a)(2)).

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

[563 FR 16865, May 12, 1988]

§184.1301 Ferric phosphate.

(a) Ferric phosphate (ferric
orthophosphate, iron (III) phosphate,
FePO,xH,0, CAS Reg. No. 10045-86-0) is
an odorless, yellowish-white to buff-
colored powder and contains from one
to four molecules of water of hydra-
tion. It is prepared by reaction of so-
dium phosphate with ferric chloride or
ferric citrate.

(b) The ingredient meets the speci-
fications of the Food Chemicals Codex,
3d Ed. (1981), pp. 118-120, which is incor-
porated by reference. Copies are avail-
able from the National Academy Press,
2101 Constitution Ave. NW., Wash-
ington, DC 20418, or available for in-
spection at the Office of the Federal
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Register, 800 North Capitol Street,
NW., suite 700, Washington, DC 20408.

(¢) In accordance with §184.1(b)(1),
the ingredient is used in food as nutri-
ent supplement as defined in
§170.3(0)(20) of this chapter, with no
limitation other than current good
manufacturing practice. The ingre-
dient may also be used in infant for-
mula in accordance with section 412(g)
of the Federal Food, Drug, and Cos-
metic Act (the act) (21 U.S.C. 350a(g))
or with regulations promulgated under
section 412(a)(2) of the act (21 U.S.C.
350a(a)(2)).

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

[563 FR 16865, May 12, 1988]

§184.1304 Ferric pyrophosphate.

(a) Ferric pyrophosphate (iron (III)
pyrophosphate, Fes(P2o7)3xHO, CAS
Reg. No. 10058-44-3) is a tan or yel-
lowish white colorless powder. It is pre-
pared by reacting sodium
pyrophosphate with ferric citrate.

(b) The ingredient meets the speci-
fications of the Food Chemicals Codex,
3d Ed. (1981), p. 120, which is incor-
porated by reference. Copies are avail-
able from the National Academy Press,
2101 Constitution Ave. NW., Wash-
ington, DC 20418, or available for in-
spection at the Office of the Federal
Register, 800 North Capitol Street,
NW., suite 700, Washington, DC 20408.

(¢) In accordance with §184.1(b)(1),
the ingredient is used in food as a nu-
trient supplement as defined in
§170.3(0)(20) of this chapter, with no
limitation other than current good
manufacturing practice. The ingre-
dient may also be used in infant for-
mula in accordance with section 412(g)
of the Federal Food, Drug, and Cos-
metic Act (the act) (21 U.S.C. 350a(g))
or with regulations promulgated under
section 412(a)(2) of the act (21 U.S.C.
350a(a)(2)).

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

[63 FR 16865, May 12, 1988; 53 FR 20939, June
7, 1988]
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